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2. L2L cuidaciosarncrlte todo cl proccrlir~~icrllt 

kniifw.!o en cuenta, u?iiizar el ur~iforme 
sornpii:io e irnplcrrwnlos de seguridad industrial. 

4. Verificnr la lirnpieza de 10s cquipos 

5. Solicitar la inspeccih 3 control de calidnd. 

6. Agiuiinar, disoivicldo 10s cxcipienks de I: 
siguiet~te rrwwra : rrk~clar en sew la guma y c 
ahidh, y disolvci- en ( ) L de acJua fria 
Previamente se ban calentado ( )L de agu; 
a In cuat se Ic adiciona la mezcla anterior. 

/.C~lU.Xf durltro tlcl rltcr.c,l;trlw vil’;~ viril I!I 
polvo, agregar el aglutinante dcl quc I~abla e 
ptrnto 6 y mezclar durante 30 min. 

ZI.Granular pasando el p~oducto por u0a mall; 
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(TRANSLA TION) 
S.O.P. VIRA VIRA TAB LOT. # 

Code: Date: Quantity: 

MANUFACTURING PROCEDURE 

PROCEDURE TIME 
Start Finish 

1. Manufacturing equipment, must be 
in good state: 
Scale 
Ribbon Mixer 
Gram scale 
Manesty tablet press 
Gluer 
Heat shrink tubing gun 
Plastic wrap sealer 

2. Read procedure carefully taking into 
account complete uniform must be worn and 
industrial security implements must be used. 

3 Verify correct identification and quantity 
of the following materials: 
Starch 
Vira vira 
Arabic gum 
Magnesium stereate 

3. Verify cleanliness of equipment. 

5. Solicit inspection from quality control, 

6. Agglutinate, dissolving the excipients 
in the following manner: dry mix the gum and 
starch, and dissolve in ( ) L of cold water. Previously, 
( ) L of water have been heated, which 
is added to the previous mix. 

7. Place the vira vira powder in the mixer, 
add agglutinant in point 6 and mix for 30 min. 
8 Granulate through netting No. 20. 

9. Move to drying area and introduce for 8 hours, 
at 40” C. After the time has passed let cool. 

SIGNATURE AND DATE 
Effectuates Verifies 

10. Mix the previous powder with magnesium stereate 
in the mixer for 15 min. Solicit process and approval 
control according to: 
Smell 
Color 
Appearance 
Humidity % 



PROCEDURE 
(TM NSLA TION) 

TIME 
Start Finish 

11. Transfer powder in plastic containers 
with a properly sealed plastic bag. 

12. Press tablets in 16 station 
Manesty machine with proper 
care and proceed to: 
Weight and consistency control 
(register in PD.FR.72 format) 
Diameter, height, and disintegration 
control (register in CCFR. 1 format) 

13. Solicit conditioning order (PD.FR.65) 

11. Transfer to solids bottling area 
( tablets) in white PVC bottle Ref. 150 tablet 
and control the number of tablets on the 
counting scale by weight. Place push down cap 
an each bottle. 

I 5. Transfer to labeling area in plastic containers. 

16. Verify the labels: 
Code Lot # 
Exp. Date 
Label color 
Print quality 

17. Proceed to label each bottle and place 
heat shrink tubing. 

18. Seal using heat shrinking pistol. 
avoiding excess heat. 

19. Plastic wrap in groups of 6 and place 
plastic containers. (register CC.FR.2) 

20. Deliver to finished product warehouse. 
Performance: 
Expected bottles 
Obtained bottles 
Performance % 

Elaborated: Supervised: Approved: 

Operator: P.L. 

SIGNATURE AND DATE 
Effectuates Verifies 

T.C. 


